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REMARKS 

In response to the Office Action mailed February 24, 2006, favorable 
reconsideration is respectfully requested in view of the above amendments and the following 
remarks. Claims 91, 94, 96-102, 105-114 and 117-126 are pending in the application, with 
claims 91, 94, 99, 101-102, 105-107, 111, 114, 117-119 and 121 being under substantive 
examination. By the above amendment, claims 91, 94, 102 and 114 have been amended and 
claim 101 has been canceled. The amendments and remarks herein are for purposes of clarity 
and to advance prosecution of the subject application, and should not be construed as 
acquiescence to the stated grounds for rejection. Applicants reserve the right to prosecute any 
modified and/or removed subject matter in a related divisional, continuation and/or continuation- 
in-part application. 

Claims 91, 94, 99, 101, 102, 105, 111, 114, 117 and 121 stand provisionally 
rejected for obviousness-type double patenting over claims 18-25 and 29-30 of co-pending 
Application No. 10/177,1 15. According to the Examiner, although the conflicting claims are not 
identical, they are not patentably distinct from each other. Applicants respectfully request that 
this rejection be held in abeyance until specific allowable subject matter is identified, at which 
time Applicants will evaluate the propriety of a Terminal Disclaimer over Application 
No. 10/177,1 15 (now U.S. Patent No. 7,030,094). 

Claims 91, 94, 99, 101-102, 105-107, 111, 114, 117-1 19 and 121 remain rejected 
under 35 U.S.C. 103, over various combinations of references including Johnson et aL, Kensil et 
al. 9 De Vries et aL, and Mossman et al The basis for these maintained rejections appears to be 
predicated on the Examiner's belief that the references provide motivation to combine AGPs and 
saponins generally, and that Applicants have failed to provide evidence of unexpected or 
synergistic results for the particularly claimed combinations. The Examiner asserts that, absent 
evidence to the contrary, a synergistic effect of a combination of two agents is expected to be 
more than the adduct of the effects from the two individual agents. The Examiner further asserts 
that the data presented in the Declaration shows that most of the combinations "merely have 
more or less of the adduct of the individual effects" and therefore lacks probative force for 
unexpected results. 
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Applicants respectfully traverse this rejection. 

Applicants acknowledge that a synergistic effect of a combination of two agents is 
generally expected to be more than the adduct of the effects the two agents used individually. 
However, Applicants disagree with the Examiner's contention that the Declaration filed 
December 12, 2005, fails to adequately establish synergy for the compounds tested. 

The Declaration of December 12, 2005, sets forth results from comparative 
studies of the immunostimulatory effects of three compounds falling within the scope of the 
AGPs currently claimed, tested both individually and in combination with a saponin. The 
adjuvant combinations were tested using a standard chromium release assay for measuring CTL 
activity on the basis of % lysis of target cells. Thus, a synergistic result is established in this 
assay when the % lysis value for a combination comprising an AGP and a saponin is greater than 
the sum of the % lysis values observed individually for the AGP and the saponin. 

Applicants submit that Figures 1 and 2 of the Declaration of December 12, 2005, 
demonstrate that when RC-527, RC-540 and RC-557 were used in combination with QS-21, 
greater than additive % lysis of target cells were achieved. In order to clarify this point further, 
Applicants submit herewith the Second Declaration of Dr. Sally Mossman, in which raw data 
values used to generate the graphs of Figures 1 and 2 of the prior Declaration are provided in 
table format, to more clearly highlight the observed synergy. As set forth in the enclosed Second 
Declaration, the observed % lysis value of 28.3 for the combination of RC-527 and QS-21 is 
clearly greater than the strictly additive value of 17.6 that would be expected based on the % 
lysis values observed for RC-527 and QS-21 individually. In addition, the observed % lysis 
value of 24.1 for the combination of RC-540 and QS-21 is greater than the strictly additive value 
of 13 that would be expected based on the % lysis values observed for these adjuvants 
individually. Further, the observed % lysis value of 18.9 for the combination of RC-557 and QS- 
21 is greater than the strictly additive value of 4.3 that would be expected based on the % lysis 
values observed for these adjuvants individually. 

Thus, for each of the AGP compounds presented in the Declaration of 
December 12, 2006, and as further clarified in the Second Declaration of Dr. Sally Mossman 
enclosed herewith, greater than additive effects were demonstrated for these claimed 
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combinations. Consequently, it is unclear to Applicants the basis upon which the Examiner 
asserts that the evidence presented in the Declaration was not sufficiently convincing to establish 
synergistic results, when the results presented are in fact consistent with the definition of synergy 
specifically noted by the Examiner. Indeed, synergistic effects have been established for 
multiple AGP compounds falling within the scope of the relatively narrow sub-genus of AGP 
compounds currently claimed and, accordingly, Applicants submit that the Examiner's basis for 
maintaining rejection of the claimed invention as obvious under 35 U.S.C. § 103 has been 
overcome. 

Reconsideration and withdrawal of the remaining rejections under 35 U.S.C. 
§ 103 is therefore respectfully requested. 

The Director is authorized to charge any additional fees due by way of this 
Amendment, or credit any overpayment, to our Deposit Account No. 1 9-1 090. 

All of the claims remaining in the application are now believed to be in condition 
for allowance. The Examiner is encouraged to contact the undersigned at 206.694.4885 with any 
questions, comments and/or suggestions regarding this matter. 



JEH:ms 
Enclosure: 

Second Declaration of Sally Mossman Under 37 C.F.R. § 1.132 

701 Fifth Avenue, Suite 6300 
Seattle, Washington 98104-7092 
Phone: (206)622-4900 
Fax: (206)682-6031 

826189_I.DOC 




Respectfully submitted, 
SEED Int ellect ual Property Law Group pllc 



Jeffrey Hundley, Ph.D., Patent Agent 
Registration No. 42,676 
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